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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Uitrasound Division 510(k) Submission

510(k) Summary
Prepared February 3, 2009

Sponsor: Siemens Medical Solutions, Inc., FEB 2 0 2003

Uitrasound Division
1230 Shorebird Way
Mountain View, California 94043

Contact Person: Shelly Pearce

Telephone:  (650) 694-5988
Fax: (650) 694-5580

Submission Date:  February 3, 2009

Device Name: Acuson S2000™ Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: Il
Review Category:  Tier |l
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-1YN
Ultrasonic Pulsed Echo tmaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

A. Legally Marketed Predicate Devices

The Acuson S2000™Uitrasound System is substantially equivalent to the Acuson Antares
Ultrasound System.

- B. Device Description:

The Acuson-S2000™ has been designed to meet the following product safety standards:

UL 60601-1, Safety Requirements for Medical Equipment

IEC 60801-2-37 Diagnostic Ultrasound Safety Standards

CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
AlUM/NEMA UD-3, Standard for Real Time Display of Thermat and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment

AIUM/NEMA UD-2, Acoustic Qutput Measurement Standard for Diagnostic Ultrasound
93/42/EEC Medical Devices Directive '

Safety and EMC Requirements for Medical Equipment
* ENAEC 60601-1

*  EN/IEC 60601-1-1
= EN/IEC 60601-1-2
IEC 1157 Declaration of Acoustic Power
[SO 10993-1 Biocompatibility
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Siemens Medical Solutions, Inc. | $2000 Ultrasound System
Ultrasound Division : 510(k) Submission

C. Intended Use

The 52000™ ultrasound imaging systems are intended for the following applications: Fetal,
Abdominai, Intraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Muscutaskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neconatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial} and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the “ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging”.
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DEPARTMENT OF HEALTH. & HUMAN SERVICES- ' Public Health Servica

Food and Drug Administration
5200 Corporate Boulevard
Rockville MD 20850

Siemens Medical Solution USA, Inc., Ultrasound Group
% Mr. Mark fob FE
" Responsible Third Party Official . B 20 2005
Regulatory Technology Services LLC
1394 25" Street NW
BUFFALQO MN 55313

Re: KG90334. . - ' ' T
Trade/Device Name: A(,USON b“’OuOm k)lagi“‘}” i L.IM a&.ound'S.ysterﬁ
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler 1mag1ng system
Regulatory Class: 1II

" Product Code:; TYN, IYO, and ITX
Dated: February 9, 2009
Received: February 10, 2009

. Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or 1o devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act {(Act). You may, therefore, market the device, subject to

_ - the general controls provisions of the Act The general controls prov1s1ons of the Act include

T ore squizsrnents for anmaal regiaie iy of, v ‘Tf’f"wd nhmuxa@mu praciice, 1ab91mg
atd pmhbm ms-‘%m.m mf%rdrnum SR ’

This determination of substantial equivalence applies to the following transducers intended for
use with the ACUSON S2000™ Diagnostic Ultrasound System as described in your premarket

notification: -
Transducer Model Number
CW2Probe | ~ 4P1 Phased Array
CWS5 Probe 6C2 Curved Array
EC9-4 Curved Array , 4C1 Curved Amray
91.4 Linear Array 4V1 Phased Array

14L5 Multi-D Array 10V4 Phased Array
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14L5 SP Linear Array Wit .. 18L6 HD Linear Array -
7CF2 Curved Array R 8V3 Phased Array
OEVF4 Curved Array 4V1c Phased Array
V5Ms Multiplane TEE , 6L3
17L5HDS Linear Array ‘ EVEC4

-If your device is classified (see above) mto either class II (Spemal Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulatlons Title 21, Parts 800 to 898. In addition, FDA

' may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s i 1ssuance of a substantial equwalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

- or any Federal statntes and reg‘llatlom administeréd by other Federal agencies. . You must

comply wiih ali ihe Act’s requirements; including, but not limited to::tegistration:and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

~ forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sectlons 531-542 of the Act); 21 CFR 1000-1050.

T_h1s letter will allow you to begin ma:rk__etmg your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a clasmﬁcat.lon for your device and thus permits your device to

- proceed to ma:rket

If you desire spec1ﬁc adv1ce for your devme on our labchng regulation (21 CFR Part 801) please

* . contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

~ "Misbranding by reference to premarket notification” (21CFR Part 807. 97). You may obtain
other general information on your responsibilities under the Act from the Division of Small -

Manufacturers, Intemational and Consumer Assistance at its toll-free number (800) 638-2041 or

(240) 276- 3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index html

- 1

Cifyem haia"e'mly'ifillef*s{m ey ferdin & <r..". contast zfﬁ:gt‘-thitg-é;gi;.i:'!zea;;&pims%e;@céntﬁ&t&%@iﬁfsn Hefnier ai”
{ZAY276-3566: g S | |

Sincerely yours

&J Janine M. Morris _ '
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions, Inc. | - $2000 Ultrasound System
Ultrasound Division - B : 510{k) Submisslon

1.3  Indications for Use

510(k) Number (it known): '?% ?0 22 {74

Device Name: S52000™Diagnostic Uitrasound System
indications for Use: toao3dY

The S2000™ ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,

NeonatalfAduEt Cephalic, Vascular, Musculoskeletal Superficial Musculoskeletal, and Peripheral
Vascular applications. -

The system also provides the ahility to measure anatomical structures {fetal, abdominal,.

. intracperative, intracperative neurologmal pediatric, smail-organ, necnatal’ cephahc adult

cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal {superficial) and neonatal cardiac} and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively W|th dther medical data obtained by a physician for clinical dlagnoscs purposes

The Arterial Health Package (AHP) software provides the physician with the capability to _
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is interided to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of

Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Socsety for
Vascular Imaging”.

PrescriptionUse ___X___ ~~ ~ AND/QR Over-The-Counter Use.
(Panz cm 803 Sub:pa‘t Dy T (?1 CFH 201, ‘:ubpan%}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Cpncurrence of CDRH, of Device Evaluation (ODE)

{Division Sign0ffy -
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number f?‘( ‘?0334

$2000 510(k) Submission _— Page 12 of 46
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Siemens Medicat Solutions, Inc. | $2000 Ultrasound System
Ultrasound Division o . 510(k) Submission

1.3 Indications for Use Forms

Diagnostic Ultrasound Indications for Use Form
510 (k) Number {if known):

Device Name: ACUSON $2000 Ulirasound System

intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Moda of Operation
Glinical Appfication | A | 8 | M |pwp | cwp| Color |Ampitude v(a;gg:rty Combined Other
PP ‘ Doppler | Doppler Irmaal (Specify) (Specity)
or ‘ maging _

QOphthalmic 7 . . . . <z - R . o e ..

,Fatai ‘ o - : F : P L) . {"i:.?! ) [“.'i_%,.;: o, P R P . ‘7 1. e BMDC . ?]fte‘laa 3 4 5 7 B 10 i
;i\bdominal : _ P P-{ P P P P 7 BMDC I;I::t?lg 23.4.5, 7 8,10,
Intracperative PP P P P P Note 2,3,4,5,7,8,10,

Nota 9) BMDC 1 41 14
Intraoperative PP P P P Note 2, 3.4.5,?,8.10.
Naurological BMDC 11, 14

Pediatric P P P P e o BMOC llﬂfte 2,34,5738,10,
Small Organ P P P P P P -Note 2,3,4,5,7,8,10,
(Note 1} . ) BMDC 11,14

Necnatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10

PP P | P P P Nola

Cardiac , BMOC | 5345,6,7.6,10,15
Trans-esophageal PP P P P P BMDC |

Transractal P P P .P P BMDC I;‘f ‘&2'3'4'5‘7‘8’10'
Traﬁsvaginai P P i P P e BMDC :‘f 102,3.4,5,7.8,10,
Transurethral

intravascular _

Peripheral vassel P P P P : P ,P- 7 BMDC Note2 34,5, 6 7 B 10

akaboated NI RN Y. « | b e s
Lapaiescopic - 1 : = - e R o E T o
f Wuenlo-skeletal I P BT R P PR T T 5"P-BMD,.. ; Nota23,45?ﬂ10

‘Converttignat R i N N e ~ 1,14 :
Musculo-skeletal C PP p P P P - " BMDC Nota 2,34,5,7,8,10,
Superficial . . _ ) . 11,14

Other (specify) PIF P P P P :

Naonatal Cardiac ‘ , : BMDC | Note 34,6

- Note 3 SieClear multi-view spatial compaunding

N = new indication; P = previously cleared by FDA, K072788

Nota 1 For example: breast, testes, thyroid, penis, prostate, elc.
Note 2 Ensemble tissue harmonic imaging

Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6§ Cadence contrast agent imaging Divi

Mote 7 B&W SieScape panoramic |magmg lg ision 'gn Oﬁ}
Note 8 Power SieScape panoramic imaging Ivision of Reprody

ct:ve Abdo,
Note 8  For example: vascular, abdominal mrnal and
Note 10 Clarify VE vascular enhancement technology Radlologxca] DEV

Note 11 Advanced Sieclear spatial compounding 510(k) Number KO? 03 2 7

Note 13 STIC
Note 14 eSle™ Touch elasticity imaging

$2000 510(k) Submission - S Page 13 of 46.
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.Siemens Medical Solutions, Inc. ] $2000 Ultrasound System
Ultrasound Division v L 510(k} Submission

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (QDE)
Prescription Use (Per 21 CFR 801.10

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known): '

Device Name: CW2 Probe for use with ACUSON 32000
Intended Use: Ultrasaund imaging or fluid flow analysis of the human body as laffows:

Mode of Operation

- Color .
Clinicat Appiication | A | B { M |pwD | cwp| CoWor [Ampitude \ o |Combined Other

Doppler | Doppler imaging '{Specify)_ (Specify)

Ophthalmic . . e ‘ y -
e —— e D S - - : -
intraoperativa
{Note 9)
intraoparative
Neurological
Pediatric
Smali Organ
{MNote 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
‘Transurethral
Infravascular
Paripheral vessel o P
Laparoscopic '
Musculo-skeletal
Conventional
Musculo-skeletal p
Superficial ‘

Oiher (spelc:rf),ﬂI P N . N
N o Ar‘misxﬂun. P LEioUs Iy: iu't!'&"i l:w Fi ‘M“’

T3

u|T|ov| T |v

Addllonal Comments

Note 1  For example: breast, testes, thyroid, penis, prcslate. etc.
Note & For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDAH, Cffice of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.108)

{Division Sign-0ff)
Division of Reproductive, Abdominal and

Radlologlca! Dewces
{ 510(K) Number _ Kb 33?(

$2000 51 Oik) Submission | , ' Page 14 of 45
‘ Page 19 of 1326



Siemens Medical Solutions, Inc. - S2000 Ultrasound System

Ultrasound Division

510 (k) Mumnber (if known):

Device Namae:
intended Use:

510(k) Submission

Diagnostic Ultrasound Indications for Use Form

CW5 Probe for use with ACUSON $2000
Ultrasound imaging or fluld flow analysis of the human body as follows:

Clinical Application

Made of Operation

' i Color .
B | MI!PwD!lcwp Color | Amplitude Velocily Cambined Other

Doppler | Doppler Imaging ‘(Specify) {Specify)

Ophthalmic

Fetal

Abdominal

ol

intranperative.
{Note 9}

Intraoperative -
Neurclogical

Pedialtric -

Small Crgan
(Note 1)

Neonatal Cephalic

Adult Cephalic

wle|m 0I0

Cardiac

Trans-asophageal

Transcectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Supediclal

Cther (speciy)

N = new indication; P = previously ¢cleared by FDA K# 063803, KQ72786

“ Addmﬂ*%r«a omments

Nuta § i-wex? e mﬂa‘;;, testa:.ef wrold, }'31"\[‘!;. prualate‘ szta

‘Note g For axample vascular; abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-GONTINUE ON ANOTHER PAGE IF NEEDED)

(Division Sign-0ff ' :

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number

Concurrenca of CDRH, Office of Davice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.100)

167633

52000 510(k) Submission Page 15 of 46
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division : : - 510(k} Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 'EC9-4 Curved Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation’

. Color .
Clinical Application | A | B | M | PwD jcowp | Color . |Amplitude |\, 0 [Combined) Other

Doppler | Doppler imaging {Specify) {Specity)

Ophthatmic

Fetal P Pl P . ] P P BMDC MNote 2,3,4,5,7,8,10, 11
Abhdominal Pl P] P P P | BMBC. | Note23,4,58,78,10, 11,
Intracperative - T} T ] - : . . ~ i -
Abdomirial
intraoperative
Neurological
Pediatric

Smail Organ ‘ .
(Note 1) - _ Pl P P P . P BMDC | Note 23,457,810, 11,14

Neonatal Cephalic P{P P P P BMDC | Note 2,3,4,57,8,10
Aduff Cephalic '
Cardiac

Trans-asophageal ) )
Transrectal pipP| P P P I BMDC :‘{? t1a 42'3'4'5' 6,7.8,10,

Transvaginal . P P P P P BMDC | Note 2,3,4,5,7,8,10, 11
Transurethral

Intravascular
Perpheral vesssl
Laparoscopic
Musculo-skeletat
Conventional

Musculo-skelfatal
Supedicial

Othar (specify)
N =new indlcatidn' P = previously qleared by FDA K# 662803, K0727Bﬁ

Al Comr.iun!s B LT R IR :
'Note ' Forexampie: breast, b %tes thy it cende, proglate, etc,

Note 2 -~ Ensembls tissue harmonic imaging =~ ©

Note 3 SieClaar multi-view spatial compounding

Note 4  Tissus Equalization Technology

Note 5 3-Scape real-time 3D imaging -

Note 6 Cadence contrast agent imaging

Neote 7 B&W SieScape pancramic imaging

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

Note 11 Advanced Sieclear spatial compounding

Note 14 eSie™ Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER GE IFNE
Concurrenca of CORH, Offrce of Device Evaluation {CDE)

Prescription Usa (Per21 CFR 8

'(vaision SkoN- Off} '

$2000 510(k) Submission * 510(k) ge ¢
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Siemens Medical Solutions, Inc.
Ultrasound Division

§2000 Ultrasound System
510(k) Submission

‘Dlagnostic Ultrasound Indications for Use Form

510 (k) Number (if known}: -

Device Name:
Intended Use:

9L4 Linear Array Transducer for use with ACUSCN S2000
Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Appfication Al B | M|PWD

CwWD

Color
Velocity
maging

'Color
Doppier_

Amplitude
Doppler

Combined
{Specify)

Other
(Specify)

QOphthalmic

| Fetal : : P | P P

BMDC | Note 2.3.45.7.8.10, 11

Abdominal

fntraoperative -
Abdomiga

Intraoperative; ~
Neurciogical

Pediatric -} P P P

3 I E BMDC | Note 2.3.4,5,7.8,10, 11

Small Organ
(Note 1)

N 'BMDC { Note 2,3,4,5,6,7,8,10, 11,14

Neonatal Cephalic PP P

P P BMDC | Note 2,3,4,5,7.8,10, 11

Aduit Céphalic

Cardiac N N N

BMDC | Note 15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel Ple| P

Note 2,3,4,5.6, 7.8,10, 11,

BMOC | 05

Laparoscopic

Musculo-skeletal
Conventional

BMDC - | Note 2,3,4,5,6,7,8,10, 11, 14

Musculo-skeletal
Superficial

BMDC | Note2,34,5,6,7,8,10, 11, 14|

Cther (specify)

N =new indication; P = previously cleared by FDA K# 063085, Ko72786

Additional Comments: .

o

‘Note-i. - For exurapie: broast testes, thyreid, pants, progtate, ste, - s 70

Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Nota 8

Ensembie tissue harmonic imaging

Tissue Equalization Technology
3-Scape real-time 30 imaging
Cadence contrast agent imaging
B&W SieScape panoramic imaging
Power SieScape panorarnic imaging

SieClaar multi-view spatial compounding

Note 10 Clarify VE vascular enhancement technology

Note 11
Note 14 8Sie™ Touch elastieity Imaging
Note 15 AHP 7 '

Advanced Sieclear spatlal compounding .

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHE
- Concurrenca of CDRH, Office of Device Evaluation (

Prescription Use (Per 21 CFR 801.1&9}“"510

Jign-0ff) .
Division of Reproductive, Abdominal and

$2000 510(k) Submission

Radiotogical Devices
~510(K] W%@ﬂ@é&u

. ;'.;ge 17 of 45
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Siemens Medical Solutions, Inc. _ . _ $2000 Ultrasound System
Ultrasound Division i _ 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (it known):

Device Nama: 14L5 Multi-D Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mede of Operation

. . Color .
Glinical Application | A | B | M | Pwp |cwp | Color [Amplitudef \ S [Combined Other

Doppler | Doppler imaging (Specity) (Specify)

QOphthalmic
Fetal '
Abdominat
I Intracperative S
JAbdominal - - - o ] ¥y} - .
intracperative Tk - e : o F ; 7
Neurclogical
Pediatric- ] ] ‘
Small Organ Note 2,3,4,5,7.8,10,
{Note ﬂg PIPLP P P BMDC | 14,14
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
A Transurethral
Intravascutar

: : - Mote 2,3,4,5,6,
Peripheral vessel PP P L e BMDC 7.8.10, 11,14

Laparoscopic

Muscuio-skelatal ‘ . Note 2,3,4,5,7,8,10,
Conventional P i P il P EMDC 11, 14
Musculo-skelatal
Superficial

Other (specily)
N = new indication; P prawously clearedbyFDA K# 063085 K072736 ) _ o
© Adeioral Cwm*w. Yok . i . : : - ' s

i
.

Note 1_ “For exampfa. breast. testes, thyrold, penis, prostaie, etc.
Note2 Ensemble lissue harmonic imaging’

Note 3 SieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note & -Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging ‘ it inn.FR
Note 10 Clarfy VE vascular enhancement technology (DIVISIOI‘I 1an Off)

Note 11 Advanced Sieclear spatial compounding Division of Reproductive, Abdominal and

Nota 14 eSie™ Touch elasticity imaging Radloioglcal Devices
| 510() Number ‘KM 033‘](

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
i . Concurrence of CORH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

S$2000 510(k) Sub@ission Page 23 of 1326 ' Page 18 of 46



Siemens Medical Solutions, Inc.
Ultrasound Division -

$2000 Ultrasound System

510(k) Submission

Dlagnéstlc Ultrasound Indications for Use Form

- 510 (k) Number (if known):

Device Name:
intended Usa:

4P1 Phased Array Transducer for use with ACUSON $2000
Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application | A | B | M |PwD [ cwb

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

Other
(Specify)

Ophthalmic

Fetal P P

R
o

v

P

BMDC

Note 2,3,4,5,7.8,10

Abdominal P P p P

P

Intraoperative _ : .
Abdominal - - ' T 1

BMDC

‘Note 2,3,4,5,7.8,10

Intracpiorative - o
Neurological = ™

Pediatric

Small Organ

Neonatal Cephalic

Aduit Cephalic

v
-
Y
v

o

BMDC

Note 2,3,4,5,7,8,10

Cardiac P P P p

BMDC

Trans-esophageal

Note 2,3,4,5,6,7,8,10

Transractal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; . P = previously cleared by FDA K# 063803, KO72786

Additional Comments:

Npte X Sisl am:nuit?-;-mem,s;‘.eatm;i.:,gﬁmamﬁigrsdi:“zv._:;
Note. & .- Tigsus Equalization Techroiogy + -
Note 5 3-Scape real-time 3D imaging ’

Moté 6 Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging,
Note 8 Powsr SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHHR PAGE |
Concurrencg‘ot CDRH, Office of Device Evaluation {

Prescription Use {Per 21 CFR

(Division

EEDED)

ign-0ff)

- Division of Reprotuctive, Abdominal and

Radiological Devices
510(k) Number

£110334

/82000 510(k) Submission

. Page 24 of 1326
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Siemens Medical Solutions, Inc. _ 52000 Ultrasound System
Ultrasound Division = =~ ' 510{(k) Submission

Diagnostic Ultrasound Indications for tise Form
510 (k) Number {if known):

Device Name: 6C2 Curved Array Transducer for use with ACUSON 52000 _
Intended Use: _ Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

., | Color .
- ok s : Color | Amplitude | = " |Combined Othar
Clinical Application Al B | M|PWD]|CWD Doppler | Doppler I\:::;:% (Specify) (Spacity)

‘Ophthalmic

Fetal . .. . |PiP| P el e Lo . BMDC. ';‘1“‘923457310
Abdominal | pp el R |op e | """:'féB.ﬁ!DC‘f""?‘?10‘_‘?3.3.4.5.7.3‘10.

intraoperative
Abdominal
Intracperative
Neurclogical

Pediatric tele]| rp P P BMDC :‘ft923457810

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
IMtravascular

Peﬁphera! vassel P | P P P = BMDC 1;!;3192.3.4.5.7.8.10‘

Laparoscopic
Musculc-skeletat
Conventional
Musculo-skeletal
Superfigiat. . 1. 1 .-
Other’{sgaeacny‘ [ i“' s

S UV NP N - N

N = new indication; P = pravicusly c.‘aared by FOA’ K# Obsﬂaa, K0r2 /3‘ ‘ SN
Additional Comments:

Note2 Ensembie tissue harmonic imaging

Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology

Mote & 3-Scape real-time 3D imaging

Note7 B&W SieScape panoramic imaging _ (DIVISIU ian-0 ]

Note 8 Power SieScape panoramic imaging g

Note 10 Clarify VE vascular enhancement technology Division of REDTOUUGUVB Abdominal and

Nota 11 Advanced Sieclear spatial compounding Radiolo ical De

Nota 14 eSie™ Touch elasticity imaging g vices ‘K q 0 3 3 5&
: ' _ 510(k) Number :

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrencea of CDRH, Office of Device Evaluation (ODE)

_ Prescription Use (Psr 21 CFR 801.109)

$2000 510(k) Submisslon Page 20 of 46
Page 25 of 1326 |



Siemens Medical Solutions, Inc.

Ultrasound Division

$2000 Ultrasound System

510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number {(if known}:;

4C1 Curved Array Transducer for use with ACUSON $2000

Concurrance of CDRH, Offica of Device Evaluation (OD

Device Name:
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
. _— Color | Amplitude Colo.r Combined Other
Clinical Application Al B | M | PWD | CWD Doppler | Doppler :fe!ognty (Specify) (Specify)
maging
Ophthalmic
Fetal P P P P P P BMDC I:l:)te 2.3.4,5.7.8,:10.
- P P P P P P - | Note2,3,4,5,6,7,8,
Abdominal : ; -BMDC |, 0.1 14
ntranperative. - ' IR
Abdorninal
intraoperative
Meurologicat
Pediatric
Small Organ P{ P P P L P BMDC
Naonatal Cephalic ' :
Adult Cephalic
Cardiac P P P P P P BMDC
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripherai vessal’ P | P P P P P BMDC
Laparoscopic ' )
Musculo-skaletal
Conventional
Muscule-skelatal
Superficial
Other (specify) ‘ )
N = new indication; P = previously cleared by FDA K# 063085, KO72786, K032114
Additicrizl Comments: " ..« - )
o E ’ e . — - - : - . s - - .
‘Note 2- Ensémbleistue harreonis imaging . - 9 - -“'
Naote 3 SieClear multi-view spatial compounding ‘
Note 4 Tissue Equalization Technology -
Note 5 3-Scape real-time 30 imaging
Nota'6@ Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
. Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular snhancement technology
Note 11 Advanced Sieclear spafial compounding
Note 14 eSig™ Touch slasticity imaging
‘ | ﬂ
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CER BD'E'EQQ‘—

(Division Sign-0ff) ‘
Division of Reproductive, Abdom

. » Abdominai
-Ra_mological Devices ' o

Stotkrhumber 2

$2000 510(k) Submission

Page 26 of 1326

‘ Page'

21ofd6



- Note3 SieClearuili view spatiai comipountling

Siemens Medical Solutions, inc. $2000 Ultrasound System
Ultrasound Division _ 510(k) Submission

Diagnostic Uitrasound Indications for Use Form
510 (k} Number {if known):

Device Name; 4V1 Phased Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mcde of Operation

' . Color ,
Clinical Application | A | B | M | pwp |cwp | Color |Amplitude] op g, 1Combined Other

Doppler | Doppler Imaging (Specify} {Specily)

.Qphthalmic )
Fetal ) P P P P P : BMDC Note 2,3,4,56,7,8,10

Abdominal plip| P P P - BMDC li‘litezaa.sm 10,

Antracperative . o [ R SR . B
Abdoming - - T} _ Ul
Intraoperative '
Neéurological
Pediatric

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
intravascular
Peripheral vessel
Laparascopic
Musculo-skelatal
Canventional
Musculo-skeletal
" Superficial

Other (specify)

N = new indication; P = pravmusly clearedbyFDA K# 063085, K072786

. Additienal Comments:.

Mote 2 Ensarnble titsue harmomic imagio s

Mate 4  Tissua Equalization Technotogy

Nota 5  3-Scape real-time 3D imaging

Note 7 BAW SieScape panoramic imaging'

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascufar enhancement technology
Note 11 Advanced Sisclear spatial compounding
Note 14 eSie™ Touch alasticity imaging

(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER FAGE fIF NEEDE
' Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) (DinéfO

inn-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number KD?OBB‘-{

$2000 510(k) Submission ' Page 22 of 46
Page 27 of 1326 :



Siemens Medical Solutions, Inc. $2000 Uitrasound System
Ultrasound Division : 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k} Number (if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSON $2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as fofllows:

Mode of Operétion

) Color . '
e - : Calor | Amplitude . | Combineg Cther
Clinical Application Al8 | M|PND|CWD Doppler | Doppier :‘,;?:;:; (_Specify) (Specify)

Ophthaimic

Fetal P | F P P P F BMDC | Note 2,3,4,5,7,.8,10
Abdominal . P.i P P P e P BMDC | Note 2,3,4,5,7,8,10
Intraoperative . : _ : ) 1
‘Abdoiminal ~ 0 - - - .
i Intgroperative ~- - 1 F ) S T 1 T
“Neurologicat ' ‘ ) S ' ' }
Pediatric P P P P P P BMDC Note 2,3,4,5,7,8,10
Small Organ ) ‘
Neonatal Cephalic PlP P P P P BMDC | Note 2,3,4,5,7.8,10
Adult Cephalic ‘
Cardlac 1P{P P P P P : BMDC | Note 3.4
Trans-esophageal )
Transractal
Transvaginal
Transurethral
intravascutar .
Paripheral vessef P P P P P P BMDC | Note 2,3.4,5,7,8,10
Laparoscapic :

Musculo-sketetal
Caonventional
Musculo-skelatal
Superflcial

Other (specify) -
N = new indication; P = previously cleared by FDA K# 063085, KO72786
Additional Comments:

iote 2 Snsemblatissue harmonic unagmq : T . ST S
, N3 SleClear mulli viewspatial compo;a wing : ' ' '

MNold & Tissuer Equahzatlon Technology - -

Note 5  3-Scape real-time 3D Imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SiaScape panoramic imaging

Nota 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrgnce of CORH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.100)

{Division
Division omeproductwe Abdominal and
‘Radiological Devices

510(k) Number 7% 6]0_3&%

- §2000 510(k) Submission - Page 23 of 46
i Page 28 of 1326
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Siemens Medical Solutions, Inc.

Ultrasound Division

$2000 Ultrasound System
510(k} Submission

510 (k) Mumber (if known):

Device Name:
Indications For Use:

Diagnostic Ultraéound indications for Use Form

14L5 SP Linear Array Transducer for use with ACUSON S2000
Diagnostic imaging or fluid flow analysis of the human body as foliows:

Clinical Application

Mode of Operation

Color
Doppler -

Amplitude

PW.D Doppler

CcwWD

Color
Velocity
Imaging

Combined
(Specify)

Other
(Specify)

Ophthalmic

Fetal

Abdominal

I Intraoperative
"l (Note 8}

- BMDC

Nme2345 7,8, 40_

‘Intragperative-
Naurclogical

1*BMDC

1 Note 23457810

11

1 Pediatric

Small Organ
(Note 1}

BMDC

Note 2,3,4,5,7,8, 10
11,14

Necnatal Cephatic

Adult Cephalic

Cardiac

BMDC

Noie 15

Transesophageal

Transractal

Transvagjnal

Transurethral

Intravascular

Paripheral vessel

BMDC

Note2,3,4,5,6
7,810, 11 14,15

Laparoscopic

Musculo-skeletal
Conventional

BMDC

Note 2,3,4,5,7.8,10,
11,14

Musculo-skeletal
Superficial

Othar (specify)

N = new indication; P=praviously cleared E'"FDWK#'GGSUBT:' KO72786

Midmo'a CHER: mmmas i o

Naote 2
Note 3
MNote 4
Note 5
MNote 6
Nota 7
Note 8
Note' 9
Note 10
Nofe 11
Note 14

Fipa exarrpie bmdss raghan; lhyro!d pem.. proslata &ie.
Ensemble tissua harmonlc imagifig

SieClear muiti-view spatial compounding -

Tissue Equalization Technolagy

3-Scaps real-time 3D imaging

Cadence contrast agent imaging

Ba&W SieScape panoramic imaging

Power SieScape panoramic imaging

For example: vascular, abdominal

Clarify VE vascular enhancement technology

Advanced Sieclear spatial compounding

eSig™ Toui:h elasticity imaging {

g '.'i .7 . s Sl

 Note 15 AHP

" (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON

ANGTH

DED
Concurrencs of CDRH, Office of Davice EvaluW

Division Sign-Off)
Prescription Use (Per 21 CFR 8 ili%on of Reproductive, Abdcmlnal and
Radiologicai Devices qgcbgl.f

O TU(R)

52000 510(k) Submission

Page 29 of 1326

Page 24 of 46



Siemens Medical Solutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510(k) Submission

Diagnostic Uitrasound Indications for Use Form
510 (k) Number {if known):

Device Name:
Intended Use:

7CF2 Curved array mechanical 3D transducer for use with ACUSON 52000
Ultrasound imaging or fluid flow analysis of the human bedy as follows:

Mode of Operation

Colar
Velocity
Imading

Color
Doppler

Ampiitude
Doppler”

.. _— . . Combined
Clinical Application A B | M |PWD|CWD .
PP (Specity)

Other
(Specily)

Ophthalmic

Fefal Ple| P P P BMDC

Note 2,3,4,5,7,8,10,
11,13

Abdominal | PP P ¢ P

11, 13

Note 2,3,4,5,7,8,10,

. BMBDG
Intracperative: e

1operaive - Ca s
Abdominai o

‘Intracperative
Neurgiogical

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superticial

Cthar (specify) )

N = new indication; P = praviously clearad by FDA K# 083803, K072786
- Additional Comments?

-Znseorsie tissua harmonicimaging .. .

SleClear muiti-view spalial compounding  °
Tissue Equalization Technology

3-Scapa raal-time 3D imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

Clasify VE vascular enhancemaent technology
Advanced Sieclear spatiat compounding
STIC ‘

Nt
Mote 3-
Note 4
Note &
Note 7
Note 8
Note 10
Note 11

- Note 13

(PLEASE DO NOT WRITE BELOW THIS LIN’E-CONT]NUE ON-ANOTHER
. Concurfence of CORH, Office of Device Evaluation (OE

(Division S

-0ff)

Prescription Use (Per 21 CFR 801 fifsion of Reproductive, Abdominal and

\ Radiological Devices

510(k) Number

£09033f

52000 510(k) Submission -
Page 30 of 1326

Page 25 of 46
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Slemens Medical Sotutions, Inc. : $2000 Ultrasound System
Ultrasound Division o 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: © BEVF4 Curved Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Made of Operation

. " Color .
- - Color | Ampiitude .. |Gombined Other
Clinical Application Al B M|PWD|CWD Doppler | Doppler :;f:élipg?g (Specify) (Specify)

Ophthalmic

P P P P ' Nm622345?8
Fetal _ P | ‘ . : c 16,11

Apdominal - ) - o] o ho L s T T s
Intraoperative - N ) K B I ’
Abdominal
Intraoperative
Neurglogical
Pediatric

Small Organ

Neonalal Cephalic PIPL R P P vpc | Note 234578,

14,11
Aduft Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal PIP P P P BMDC _:lgt1e12.3.4.5.7.8‘

Transurethrai
Intravascular
Pearipheraf vessal
Laparoscopic
Muscule-skalatal
Conventional
Musculo-skeletal
Superficial '

i Other fspecify)> 4~ b ] - . i

PN - L
e d=n,e rrdlr,atmn e g '-muaslx Npared 3y FDM, Ha 06'3&0.: KO7T j i

Additional Comments: :
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-viaw spatial compounding
Note 4 Tissue Equalization Technology
MNote 5 3-Scape real-tims 30 imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging

Note 10 Clarity VE vascutar enhancament technology ' o
Note 11 Advanced Sieclear spatial compounding /

(PLEASE DO NOT WRITE BELOW THIS LINE-GONTINUE ON ANOTHER P hAE ARNE
Concurrence of CDRH, Office of Davice Evaluation (QD

{(Division Sign-0
Prescription Use (Per 21 CFR Bi¥isteh of Reproductive, Abdominal and

Radiological Devices
51000 Number ?l\/ 3 70$3"l(

$2000 510(k) Submission : i | Page 26 of 46
| Page 31 of 1326 S



Siemens Medical Solutions, Inc. $2000 Uitrasound System
Ultrasound Division - 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: . V5Ms Multiplane TEE Transducer for use with ACUSON S2000
Intended Usse:; Ultrasound imaging o fiLid flow analysis of the human body as faflows:
Mode of Operation
Clinical Application | A | B8 | M | Pwo ‘CWD Color | Ampiitude vgﬂco;y Combined|  Other
PP Doppler | Doppler | ,° 2= Y | (Specify) (Specify)
. maging
QOphthalmic ’
Fetal
& Abdominal o
| Intraoperafive:  ~ } T | . f .
"Abdominal - | -
I Intraoperative
Neuroloagical
Pediatric
Small Organ

Neonatal Cephalic
Adult Cephalic

Cardiac
Trans-esophageal P|P P | P P P BMDC
Transrectal
Transvaginal
Transurethral
Intravascular
Paripheral vessel
Laparoscopic
Musculp-skelstal
Conventional
Musculo-skeletal
Suparficial
Cther (specity)
N = new indication; P = previously cleared by FDA K# 063803, K072786
‘ ;___Addrt;gnal Cocgmenfs Man ot e e : S -!'-- - ""
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) -
Concurrance of CDRH, Office of Davice Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
, Q
 {Division Sign- -0ff)
Di
Wigin of Reproductive, Abdominal and
Radiological Devices KO ?03
910(k) Number 3‘)‘
$2000 510(k) Submission Page 27 of 46

Page 32 of 1326



Siemens Medical Solutions, inc. 52000 Ultrasound System
Ultrasound Division ~ 510(k) Submission

Tk

Diégnostic Ultrasound indications for Use Form
510 (k) Number (if known):

Device Name: 17L5HDS Linear Array Transducer for use with ACUSON 52000
intended Use: Ultrasound imaging or fiuid flow analysis of the human body as foffows:

. Mode of Operation

. Caior o
- N Color | Amplitude . Combined Cther
Clinical Application A B} M|PWD]iCWD Doppler | Doppler l\::;%?;t; (Specify) (Specify)

Ophthaimic

Fetal

Abdaminal

'tntraoperativé : B : ' - T
Abdominal ' '

Intraoperative
Neurological

Pediatric

Small Organ . Note 2,3,4,5,7,8,10,
Note 1) - FlP| P P p BMDC | (U

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-asophageat

Teansrectal

Transvaginal

Transurethral

Intravascular

Paripheral vessal P P p P P BMDC :{? tTe 42‘3‘4‘5‘7'3'10‘

Laparoscopic

Musculo-skelatal ' . : Note 2,3,4,5,7,8.10,
Conventlonal - P P P ) l P BMDC 11,14

Musculo-skelatal P p p p p . Note 2,3.4,5,7,8,10,

Superficial - BMDC 11,14
Other (specify) ' ]

i - oMEnew! t'a{:ilf..dt!iaﬂ P*—- prewousiy clsaredm f’E},& i BC‘.SGRS K

MNote 2 Ensemble tissue harmonic imaging

ddditional Comments: )
Note 1 For example: breast, testes, thyrmd panis, prostate. atc.

Mote 3 = SieClaar multi-view spatial compounding
Note 4  Tissue Equalization Technology —— e
Note 5  3-Scape real-time 3D imaging (DMS!Oﬂ SIQI’I-Oﬁ)
Note 7 B&W SiaScape pancramic imaging _ i o F ;

Note 8 Power SieScape panoramic imaging Division of Reproductive, Abdominat and

Nole 10 Clarify VE vascutar enhancement technology Radiological Devices é ZO z 3 : +
Note 11 Advanced Sieciear spatial compounding = /
Note 14 eSie™ Touch elasticity imaging 510(k) Number : 0 s

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE}

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission | Page 28 of 46

Page 33 of 1326



Siemens Medical Solutions, Inc.

Ultrasound Division

$2000 Ultrasound System

510(k) Submission

510 (k) Number (if known):

Device Name:
infended Use:

" Diagnostic Ultrasound indications for Use Form

18L6 HD Linear Array Transducer for use with ACUSON $2000
Uitrasound imaging or Hluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

M | PWD

cwb

Color

~ Doppler

Amplitude
Doppler

Color
Velocity

Imaging {Specify)

Combined

Other
{Specity)

Ophthalmic

Fetal

- I Abdominal .

-1 Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

Small Organ
{Nota 1)

BMDC

Note 2,3.4,5,7,8,10,
11,14

Necnatal Cephalic

Adult Cephalic .

Cardiac

BMDC

Note 15

Trans-esophageal

Transractal

Transvaginal

Transurethral

Intravascular

Paripharat vessal

BMDC

Note 2,3.4.5.7,8,10,
11,14,15

Laparoscopic

Musculo-skatetal
Conventional

BMDC

Note 2,3,4,5,7.8,10,
11,14

Musculo-skeletal
Supericial

BMDC

Note 2,3,4,5,7,8,10,

& Other {sose afy}

11,14

M rw;mdicaimn,; 3 pi«;:it-u iy.gﬂe&rég iy ?—’iﬁir‘l; 54123214:;. '

Additmna[ Comments: :

For example: breast, testes, thyrold penis, prostate, efc.
Ensemble tissue harmonic imaging
SteClear muiti-view spatial compounding
Tissue Equalization Technology
3-Scape real-time 3D imaging -

B&W SieScape pangramic imaging
Power SteScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Advanced Sieclear spatial compounding
eSie™ Touch elasticity imaging

Note 1
Note 2
Note 3
Note 4
Note 5
‘Note 7
Note §

Note 11
Nota 14

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

8103

(PLEASE DO NOT WRITE BELOW THIS LINE-CCNTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evalualion {ODE}

Prescription Use (Per 21 CFR 801.109)

52000 510(k) Submission

Page 34 of 1326

Page 29 of 46



Siemens Me-dicaI.Squtions, Inc. 52000 Ultrasound System
Ultrasound Division — 510(k) Submission

+

Diaghostic Uttrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer for use with ACUSON $2000
[ntended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

. ‘ ] \ Color .
Clinical Appiication | A | B { M | Pwp | cwp | Color " |Amplitude} 2 | Combined Other

Doppter | Doppler Imaging (Spggify) (Specify}

Ophthalmic
Fetai -P P P P P P BMDC Note 2,3,4,5,7,8,10
Abdominal DI R C ) ' ' : S . ’
“intraoperative * <
Abdominal
Intraoperative
Neurclogical ) -
Pediatric . P p P P P P BMDC Note 2,3,4,5,7,8,10
Small Organ - '

Necnatal Cephalic P P P P P P BMDC | Note 2,3,4,5.7,8,10
Adult Cephalic

Cardiac P P P p P P ) BMOC | Note 34,6
Trans-esophageal ' '
Transrectal
Transvaginal
Transurethral
Intravascular
Pearipheral vessel
Laparoscopic
Musculo-skeletal
Conventlonal
Musculo-skeletal
Superficial

Cther (specity} - :
Neonatal Cardiac pPIPL P P P P BMDC | Note 3,4,6

N = new indicatio'nl °-preweus1y< “*raz.nyb"DA 'fmsaoss K072786 S T N o
_Add]hmla:w:amfrwﬁx. I SL . SR A

. . +

" Note 2 Ensemble tissue harmonic imaging
Note3 SieClear mulfi-view spatlal compounding
Mote 4 * Tissue Equalization Technology -

Note 5 3-Scape real-time 3D imaging

Note 8 Cadence conlrast agent imaging

Note 7 B&W SieScape panoramic |maglng

Note 8 Power SieScape panoramic imaging

Note 10. Clarify VE vascular enhancement tachnology. /)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PA

Concurrence of CDFIH Offica of Davice Evaluation (GDEE
Prescription Use (Per 21 CFR 801‘10%[?“.”?’0" Siyn-Off) ‘
_ & vision of Reproductive, Abdominal and

Radiological Devices
510(k) gg:mbet:wces K m 033 '75

$2000 510(k) Submission - Page 30 of 46
: Page 35 of 1326
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. Siemens Medical Solutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510{k} Submission

Diagnostic Ultrasound Indications for Use Form

510 {k) Number (if known}:

Device Mame:
intended Use:

4V1ic Phased Array Transducer for use with ACUSCON S2000
Ultrasound imaging or fluid low analysis of the human bady as follows:

Meode of Operation

Clinical Application A|lB|M|PWD|CWD

Coler
" Doppler

i Colar -
Amplitude Velacity Combined Other

Dappler Imaging .(Specify} (Specify)

Ophthalmic

Fetal

P ] BMDC | Note23457810

Abdominal P P

)

-

o

BMDC | Note23457810

¥ Intraoperative |t e | P P
Abdumiral ) ' ;

LA T BMEC Y Note 234 578 10

¥ Intracperatve = | "0l P[P TR P
‘Neurological ‘ )

Bl e BMPE i ote 23457810

Pediatric P P P P

P , BMDC | Note23457810

Small Organ

Neonatal Cephalic

Adult Cephalic P P P P

P BMDC | Note23457810

Cardiac

P BMDC | Note23457810
15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

P - BMDC | Note23457810
15

Laparoscopic

Musculo-skeletal
Convantional

Musculo-skeletal
Superficial

Other (specify} P| P P P
Neonatal Cardiac

P

P BMDC.

Note234657810

N = new indication; P = praviously cleared by FDA K#'s 05241 h GSE139, 641319, 032114, 022567, 063085

Adeii

Note 2
Note 3
Note 4
Note 5
Note 6
MNote 7
MNote 8
Note 10
Note 15

A Qo mew“* e De

Ensemble tissua harmonic maging

SieClear multi-view spatial compounding
Tigsue Equalization Technology

3-Scaps real-time 3D imaging

Cadence contrast agent imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

Clarify VE vascular enhancement technology
AHP

(Division Sign-0ff) '
Division of Reproductive, Abdomtnal and

Radiological Devices , ~ ‘
510(k) Number _. /(_' 97063 4

~ (PLEASE DO NOT WRITE BELOW THIS LtNE CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Cffice of Device Evaluation (ODE)

_ Prescription Use (Per 21 GFR 801.109)

$2000 510(k) Submission

Page 36 of 1326

Page 31 of 46



o Additlonal Comments e 3

Siemens Medicat Solutions, Inc. S$2000 Ultrasound System
Ultrasound Division _ ' ‘ 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number {if known):

Device Name: 6L3 Transducer for use with ACUSON $2000
Intended Use: _ Ultrasaund imaging or fluid flow analysis of the human body as follows:

Mode of Cperation

. Color .
- . : Color  [Amplitude) ..~ . |Combined Cther
Clinical Application | A | B | M | PWD | CWD Doppler | Doppler l\:::;?:; (Specify) (Specity)

QOphthalmic
Fetal P P P P P ) P BMDC | Note 23457810
Abdominal
Intraoperativea ‘ P P p P P P B -} BMDC o e -
) Abdominﬂl s - R L Pl C - S w N0t823457810
CAlntradperative - . ] P | P4 R |- B [T R . TP ST BMDE | e e w2 e L
Neurclogical ' e - S - : MNote 25457310
Pediatric

Small Organ PP P L I P BMDC | Note23457810
Neonatal Cephalic -

Aduit Cephalic

Cardiac P P P P P P BMDC I;lsote23457810

Trans-asophageal
Transractal
Transvaginal
Transurethral
Intravascular

Perphoral veond! - P Pl P P P P | BMDC. l;lgta 23457 8 10

Laparoscopic

Musculo-skeletal IR EE P | P | “BMIC
Conventional . ] Note 23457810

Musculo-skeletal . P P P P P P ) BMDC
Supetficial Note 23457810

Other {specily)
N = new indication; P = praviously cleared by FDA K#'s 032410, 051139, 041319, 0321[4 022567 002807 913767 063085

- . ) - : u(_i‘;.‘

‘Nete 2 Ensemble tissus harmonic imaging
Note 3 SleClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6  Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 1¢ Clarify VE vascutar anhancement tachnology

Nota 15 AHP A
2 : . . l

: (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF XEEDED)
Concurrence of CORH, Office of Davice Evaluation (OJE)

F'rescnption Use (Per 21 CFR aqﬁwmmn S;gn Oﬂ) :
Division of Reproductive, Abdominal and

Radiologicai Devices 4
510(k) Number. ‘Z( 0 q 83 N
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound indications for Use Form
510 (k) Number (if known):

Device Name: EV8C4 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

. Color ]
- - Color  {Amplituda . |Combined Other
Clinicai Apptication Al B | M]PWD|CWD Doppler | Doppler ;ﬁ;«:;:; (Specify) (Specity)

QOphthalmic

| Fetal P P P P P P BMDC | Nole23457810
ﬁshdomu.dl I I P . P B BMDC | Note23457810
intraope: ative — _l I IR A
Ahdominal j o . |
Intragperative ' o R
Neurclogical
Pediatric

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginat PIFPL P P P P BMDC ?lgte 2345878

Transurethral
Intravascular
Paripheral vessel
Laparoscopic
Muscuio-skeletal
Conveantional
Musculo-skelatal
Superficial

Other (spaclfy)

N = nms dination: P = Drewous’y cleared by FDA K#'s 052410, 051139, 04[319 032114, ?2567 UGZBOV?!T?, 063085

tgidh - arizomments: - s v

)‘»M FUP R
Note 2 Ensemble tissue harmonic imaging

Note 3  SieClear muiti-view spatial compounding (D'ViSiOH an-&:,

MNote 4 Tissue Equalization Technology Dlvislon of Reprociuctive, Abdominal and
Note 5 3-Scape real-time 3D imaging Radiolo ical D
Note 6 Cadence contrast agant imaging gical Uevices Ofr O

Note 7 B&W SiaScape panoramic imaging 510“() Number 33

Note 8 Power StaScape panoramic imaging
Note 10 Clarity VE vascular enhancament technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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